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Status 

1 )[>3 Responsive to communication(s) filed on 19 August 2005 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-7 and 9-13 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-7 and 9-13 is/are rejected. 
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DETAILED ACTION 

Status of claims: 
Claims 1-7 were elected, new claims 9-13 are added. 
Claims 1-7 have been amended. 
Claim 8 has been withdrawn. 
Claims 9-13 have been added. 
Claims 1-13 are rejected. 
Information Disclosure Statement 
The information disclosure statement (IDS) submitted on March 14, 2002 and 
July 18, 2002 have been received and considered. 

Claim Objections 

Claims 2 and 3 are objected to because of the following informalities: The claims 
should only have one period in a claim. (Example-where applicant has a. should read 
a)). Appropriate correction is required. 

Response to Restriction requirement 
Applicant's election of group I without traverse of a single species (chlorohexidine 
digluconate) in the reply filed August 19, 2005 is acknowledged. 

Claim rejection under 35 USC § 112-2 
The rejection of claims 1-7 under USC § 112-second paragraph is moot in view of the 
amendments to claims 1-7. 

New Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keller US 5,129,824 ('824) in view of Hill US 5,993,784 (784) and Kim et al US, 
6,045,800 ('800). 

Keller teaches a method to treat periodontal disease (at col. 2 lines 39-45), 
where the patient (self) can easily administer medication to the infected site (see col. 2 
lines 49-60), as in the current claim 1 , by physically removing biofilms (plagues) from 
the subgingival, supragingival and interproximal tooth surfaces on a daily basis (at col. 7 
lines 20-32) by brushing, flossing or with an interdental brush (proxy brush) is taught (at 
col. 3 lines 4-19) as recited in instant claims 1 and 2 at least once a day (at col. 7 lines 
20-32) 
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With regards to claim 3 and 5, the prior art reference of Keller et al. teach of a 
flossing device that contains a releasable therapeutic substance (at col. 3 lines 4-6, also 
at col. 5 lines 20+), where the floss is elastomeric material (at col. 3 lines 15-19) as 
depicted by current claim 6. The reference also teach the delivery of the therapeutic 
agent/substance (tetracycline) as does current claim 12 via brushing, where the 
medicament is applied by squeezing (see col. 5 lines 50-55) thus obviously teaching of 
a gel like paste as in current claim 4. 

With regards to claims 9-1 1 , the reference did not per se teach the use of at least 
two or three dental devices more than once a day or used after every meal. However, 
the reference teaches the use of more than one device while treating the patient in need 
thereof (see examples 2-5 columns 7-8) i.e., using a floss for a duration of time, and 
then a brush or a tray. One of ordinary skill in the art would have been motivated to use 
more than one dental device per day, where brushing (the supragingival surface) takes 
place in the morning, flossing in between meals approximately three times a day, as this 
will help prevent food particles in the interproximal and subgingival or proxy brushing 
because brushing and flossing are commonly practiced daily, which is yet another well 
known practice to skilled in the art. 

Hill teaches cleaning the gingival tooth surfaces with a toothbrush (at col.1 lines 
65+), which corresponds to current claim 1. Controlling inflammation related with heart 
disease -Vascular dilation (see col. 2 lines 17-28) corresponds to instant claim 20. In 
addition, Hill teaches administering soft abrasives onto gingival surfaces-supragingival 
(col. 2 lines 4-50) (on/base) and subgingival-deepened gingival sulcus (periodontal 
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pockets) with a toothbrush. The reference also teaches the therapeutic substance 
consists of fluoride (see col. 10 lines 3-10) in current claims 12 and 13, which is directed 
to brushing with a channeled bristle toothbrush and a soft abrasive toothpaste (see col. 
2 lines 57-60) corresponds to current claim 3. 

Kim et al. teach the subject matter of current claim 7, which is directed to adding 
an anti-inflammatory agent to the dentifrices (see col. 1 lines 54-65) where the 
therapeutic substance/agent is chlorohexidine gluconate, cetylpyrridium chloride, 
triclosan (cited at col. 1 lines 54-57). 

Although, the above cited references ('824 and 784) did not per se teach the 
combination of using two or more devices per day or the use of at least one devise after 
every meal, it would have been obvious to one of ordinary skill in the art to use a tooth 
brushing device in the morning to deliver the therapeutic agent, use a flossing device 
between meals because this device (floss) can be easily carried with the patient, and 
use at any time desired thus providing and facilitating the skilled artisan with motivation 
to use the brushy device and deliver the therapeutic agent at various intervals including 
increased, modes and frequencies of administration. 

Moreover, it is well within the level of one having ordinary skill in the art to be 
motivated to use more than one device a day to maximize the effect of the drug as this 
would prevent surgery to the affected area (see the examples in cols.7 and 8) of the 
'824 reference. It is also a way of continuous treatment, which is particularly important 
to the treatment of the disease or affected area, which is yet another well known 
practice to skilled in the art. 



Application/Control Number: 10/005,902 Page 6 

Art Unit: 1614 

One of ordinary skill in the art would have combined the '824, 784 references 
with that of '800, by adding the anti-inflammatory agent to the gel (see col. 2 lines 1-15) 
at the time the claimed subject matter was made, because it will inhibit the production of 
the prostaglandins, which is an inducing agent for periodontal disease. The reference 
'824 also teaches the addition of other medicaments to the dental device (see col. 7 
lines 35-40 of the '824 reference), therefore one of ordinary skill in the art would have 
been motivated to add an anti-inflammable active agent to the delivery device in other to 
decrease the prostaglandins production and inflammatory activity as well as expecting a 
successful result in doing so. 

Thus, the claimed invention was prima facia obvious to make and use at the time 
it was made. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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